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: OFFICE OF MANAGEMENT AND BUDGET jou J 
WASHINGTON, D.C. 20503 


April 4, 1978 


LEGISLATIVE REFERRAL MEMORANDUM 


TO: | Legislative Liaison Officer 
Department of Defense Department of Energy 
Veterans Administration . National Aeronautics and 
Central Intelligence agency Space Administration 
National Science Foundation Environmental Protection 
Office of Science and Agency 

Technology Policy Department of Agriculture 


Department of Justice 


SUBJECT: HEW draft proposed report on S. 2579, a bill 
"To amend the Public Health Service Act to 
establish the President's Commission for the 
Protection of Human Subjects of Biomedical and 
.Behavioral Research, and for other purposes." 


The Office of Management and Budget requests the views of 
your agency on the above subject before advising on its 
relationship to the program of the President, in accordance 
with OMB Circular A=-19. 


A response to this request for your views is needed . 
no later than noon Thursday, April 6, 1978. - (Subcommittee 
markup of S. 2579 is scheduted RSE Friday a.m., April 7). 


Questions should be referred to John Lively 
(395-4794 ) or to Jim Stimpson (395-3736 )> 
the legislative analyst in this office. 


‘bwi fC 
Naomi R. Sweeney, for 


Assistant Director for 
begislative Reference 


Enclosures 


Approved For Release 2005/12/24 : CIA-RDP81M00980R001600120079-6 _ 


DEPAR PS TEH Fr OF td oA. RDP tifedg8t 


-, 
0 


44 the onesie Giarcrste AL Williams ae ee 

_.. Chairman, Comittee on Human. Resources io 

United States Senare —- 
Bavtsngrons + B. ce. 20310 


: Dear. are or ee 


‘This. is an response te your  eeauest” for. ‘2 2 “report: on S. 2579, « a bill: 
‘ “to anend the Public Health Service .Act-to establish the Presideat* s°. 
. Roeaission for the Prorection of Human Subjects az. eee: ond 
we “Behavioral Rene arces and for 


ae 


Ta eammar ys -the Depuheaear: agrees: with ‘the pe rpeses of the bill and: oe eet 


is prepared to recowwend thar it .be-enacted, provided that several — 
asenaiats ute meds, Lo dasgor helieve- snat it is appropriate for . 
. public advisory bodins te sper vise-or saniior uxaycams of - any : 
=, department or ayeny of the gedorsi goverunent. We therefore 
“_. -pecommend thar all, provisions of $.°2579 [pacticularly section  ~ 
~ 3807()) (2) ] which authorize the proposed President's Commission to | 
‘Yeview specific progrars and. mabe -determinat ioow concerning thes : 

=should be deleted. Furthermore, the bil].would require the President’ a 
_fommissicn to separately advise each of-soue 70 Federal agencies  ~"5)> 
 eerere ae Yesearch involving human subjects. ‘this. ‘Xequirenent is.” 

.inconsistent with recommendations made by the existing National 
= fomsission for the Protection oi Humau Subjects of Biomedical and (000. 

_- Behavioral Research that “Fedetal law should be enacted or amended ©! 

_ > $@ authorize the Secretary of Health, Education, and Welfare £o 
-.-r- promulgate regulations goverming review.of <1} research involving  .~.~ 
>... - Roman subjects thar is subject to Federal rguiations.” The- hee 
--Department believes that $..23579 shouldbe umerded to incorporate = _2°> 

the recommendations of the National Comission. easeteions® sugses- nae 
tions for amendment are mentioned ‘belew. : ee 


S$. 2579 contains the following provisions: ee 


(1) The bill would establish a President’s Coazission te be composed 
of eleven members appointed by the President with the advice and 

i consent of the Senate. Five mezbers of the Comission are to be 
especially qualified by virtue of their experience and background in 
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. and public affairs. These members should not be or have been engaged 
-in biomedical research involving huran subjects. The Secretary of ~- | 
_ Defense, the Director of-the Central Incelligence Agency, the Director . . 


ere -(Q)-the Staaten Comsission te a taste a Siannual peport eon aie | 
"protection ef human subjects of biomediral and behavioral. research ~ 


. ex-officio advisers to ene President’ 3 Conadssion. 


‘Federal department and agency.- Furthercore, the Commission is oe 


. eae aa ae penavinrat: Research. 
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bicnedical « or Bekagioral tesenrce fovolving eee subjects. - “Six 2? 
embers of - the Commission are to be. distinguished in the fields of © Sos, 
wedicine; law; ethics; theology;-the biclogical, behavioral; and ae 2 
sciences; philosophy; hucanities;.health administration; government; > oe Sus 


ag : ‘ 
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‘O£ the Office of - Science and Technology Policy, the Administrator of 
Veterans’ Affairs (sic) [the Veterans Administration’}],. and the . aa 
Director of the National Science Foundation are to designate nonvoting, faa 


after reviewing the relevant rules; policies, and guidelines of each | : 


ve 
+ 
a * oa 
by Be * 1 
: a : i 
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authorized to review in detail any: program of any~departsent or agency 2 ae 


“QGncloding the Department of Defense and the Central Intelligence .- = _ & ou. 


Agency) to determine whether the human subjects of any biomedical * tera 
ox. beh hovioral | xasearch a 2 such pregras are omy protect rede oo 


G3) The Presideat"s Comiiseion ig Bee ‘any , unfinished business: 
~of the National Commission. for the. Protection of Hunan, eS of. 


-€4) ‘the Seer ane barmtscton: 4s-to anievese Beidice of the toe: a 


tectal, and legal implications of advances in biowedical and behavioral  .... B 
. Kesearch and service, including ‘the implications of such advances for - ees 


.., €omsent to health care delivery and treamerr; defining of ‘death, Reet tm 
_ +: Encluding the question of developing-a uniform definition of death, ~~ 


testing for generic diseases and selates counseling intoreation: and | 


_ individuals and society and for-public. policy. . The Commission is alse 
“to analyze the laws and soral gnd ethical principles governing the use- 


-of. - “technology and allocation decisions: ‘involved in health « care delivery. 


©). The President's Cotad sited is to » dere stadies ges: “informed - 


and of the ethical, moral, socfal, and legal implications of eo runrory : 
education programs. 


(6) The President's Commission ia to undertake a study of avadlable ae 
mechanisms designed to safeguard the privacy of research subjects and ~ 
©f patient records. Bar ai” 

(7) With respect to the mandates listed above, the President's Comission 
ds to be charged with issuing reports to the Congress, Federal depare- 
ments and agencies, and to the public. When a reporc and recommendations 
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' @f death and the elements of informed consent in the delivery of 
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agency must publish the repore in the Federal Register within 60 | 
days and provide opportunity for public comment. Within 180 days 
of the date of publication in the Federal Register, the ‘department 
-@F agency cust take appropriate action or publish in the Federal 
| ‘Register a notice that it deems such action inappropriate. Annual. 
reports to the President and appropriate Congressional’ Comeittees 
are required. Tie teports are to indicate the recommendations - 
made by the Presidenr’s Comission and the nial: actions of 
the affected department or agencye: ee aa 


(8) Other ‘provisions of the bill call for. ‘the éitaplsensent ae ‘ethics ~ 
advisory boards in each executive or military department to advise 
each department head. with respect to ethical #nd soral -issues.-* 0 
These boards are to coordinate - ‘their | abecenes and aay with the 
President's Commission. ms A 


(9) Finally, the pill facludes acieeee sie ae fer ee ; 
conduct of the President’s Commission's business and repeais con ee 
flictines provisions of the matte Resegtee ACT and the sue Health © 
Service ACT. é ae oe ; 


“The pepaeeasar is in full aureasent. with ‘the intent or Ss. 2579 ‘to 
‘evaluate policies pertaining to-huaan subjects of biomedical and_ 
uenarices> tesearch, and to evaluate. the implicarions’ o genetic” 


whet be 


We: cannot help but Gcsstion: bee: matics a Caeionion tie the 
', protection of husan subjects will -be.qualified to address questions 
” pextaining to analysis of scientific..and-techmological-advances,-":- 
. the principles governing the use of technology in medical practice,- =.° 0) 
public attitudes toward such advances, and evaluation of resource o . 
allocation decisions. roe a“ oe 


Certain of these charges, including those relating to the definition 
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health services, are matters which are being addressed by the courts vas 
@ad legislatures of the several states anong those matters Me 3 dy 
reserved to their jurisdiction by the 10th Amendment. It would. me 


appear that the opporcunity for the President’s Commission to make \ EE 
a significant contribution in these areas may be limited. Furcner- ae 
more, the expertise needed to carry out such studies may be very r. 


different from thar required to evaluate safecuards of the rights — ms 
and well-being pQh DyaH Por RUERE 2005) 147285 HARBKS toossORGo BOUT 0079-6 
membership on the Commission do nor seem to be well suited to these... 
responsibilities. . 
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Similarly, the Department agrees with the intent of S. 2579 te develop 

a uniform policy throughout the Federal Government far the protection 

of human research subjects. On the basis of its earlier efforts 
involving eleven Federal agencies to develop such a policy, the 
Department can attest to the general recognition and acceptance within 
the executive branch of a need for such a mechanism. The Department's 
efforts to this end were halted because section 202 of P.L. 93-348, 

the National Research Act, required the Rational Commission for the 
Protection of Human Subjects to study how a uniform Federal policy . 
could best be accenplished. The National Comsission recently com 
pleted its study of this matter and has recomended that HEW take the 
jead in developing such a policy. Initial steps to inplement the 
recommendations of the Commission have already been taken. As currently 
drafted, S. 2579 proposes a much more diffuse approach than that 
expressed in the National Comzission’s recommendations. Where the 
National Comaission recommends establishment of a single focus within 
xecutive branch, the present bill, S. 2579, would require that 
resident's Coceissien make separate recommendations to some 20 
ferent departments and agencies, and imposes a timetable for response 
Ce weukd tnhibic, if met actuslly prevent, interagency coordinaticn. 
agree vith ‘the National. Commission thet reasonable regulation in 

is area requires the designarion of a resvonsible lead agency. 

pd administrative practice also requires that the lead agency seek 
ice and counsel of other components of the Federal Government 
sinilar problems. Historically, the principal responsibility 

ted with the Department of Health, Education, and Welfare. We 
feve that S. 2579 could be modified in such a way that the proposed 
resident's Comission could work together with the Department in 
carrying out the recommendation of the National Comission. 
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Additionally, S. 2579 charges the President's Comission to restudy 
matters of patient and research subject privacy aiready extensively 
considered by the Privacy Protection Study Commission. The report of 
the Privacy Protection Study Comission has been widely acclaimed, and 
its recommendations are already the subject of several legislacive 
proposals before the Congress. ‘The privacy studies in 5. 2579 appear, 
therefore, to be redundant and unnecessary. 


Finally, the list of departments and agencies entitled to designate 
ex-officio advisory mesbers ig not representative of those currently 
supporting health-related research. Specifically, the Department of 
Energy (9.74), the National Aeronautics and Space Administration 

(2.3%), the Environmental Protection Agency (2.0%), and the Department 
of Agriculcure (1.7 4%) are excluded, while the National Science Founda- 
tion (1.0%) and the intelligence community which supports 3 vanishingLly | 
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saall portion of such research areincluded. The Department of Health, 
Education, and Welfare ig licited to one representative, even though 
it supports about 462 of ‘such research and regulates through the rood 
and Drug Administration an addirional 25%. 

ef ; 

We therefore recommend that before S. 2579 is favorably considered 
that changes reflecting the concerns mentioned above be made in the 
bill. Furthermore, we believe that the National Commission for the 
Protection of Human Subjects should be perwitted to complete its 
Studies, many of which bear on the issues addressed by S. 2579, 
before final amendment of the bill is- undertaken. 


We are advised by the Office of Managesent and Budger that there is no 


eens MOA arden gy oat RPS UE PL oe rine enlernn ey aig e hte tery at 
yee I~ i oon BI ne a rie ut 


objection to the presentation of this report from the standpoint of E 
the Adtinistration’s program. zB 
Sincerely, a 

iy 

Be 

; Joseph A. Califano, Jr. 

i: 


ronan esate esis) 
“4/3/78 


‘ 
wg! 

PHP LTE per Poet esta Bbisehaneet . p= ; ! 
ESD el Nidan tte ppt Ub fee pp ta ata tage pga eas oe Sa ee 


4A 


ial 
eet 


Rye 


\ 


Approved For Release 2005/12/24 : CIA-RDP81M00980R001600120079-6 . 


Pads 


= isSiit odalons hddpenateimniaaied bik ehmnes haan: 
ake er er ae ee 


